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Information required; 

Section ^ Incident-Related Information 

A, A type-written, detailed, SIGNED response to the allegation(s) from the Manager of 
Record (MOR). The MOR should describe how the events occurred, and the reason 
why such may have occurred to include all contributing factors. Please include 
subsequent follow-up and any corrective actions taken (incident-based as well as 
any process changes and / or performance improvement plans instituted) by the MOR 
/ in response to the alleged incident. 

<2, A copy of the ensuing investigation undertaken by NECC once notified of the alleged 
y incident, including incident reports. 

6, A statement as to the nature of pharmaceutical services provided to MEEI by NECC 
to include a listing of the products provided, quantities, ordering protocol (including 
frequency), and delivery process. 

4/A distribution listing / manifest of all customers / facilities that received “eye block” 
solution from Lot# 0221 201 2@91 prepared by NECC and the number of units 
/received by each customer / facility. 

5. Indicate the number of patients that were administered “eye block” solution from 
Lot# 0221 201 2@91 by customer / facility. Please include copies of any incident 

/ reports filed by the customer / facility and / or NECC. 

Indicate if all dispensed product associated with Lot# 02212012@91 was recalled by 
your pharmacy once notified by MEEI and the process undertaken to quarantine and 
.^recall that product. What is the status of all dispensed product associated with Lot# 
J^yj02212012@91? 

J^T. y Indicate when the prepared product associated with Lot# 02212012@91 was shipped 
by your pharmacy and received by MEEI (please include a copy of the delivery 

/ manifest). Please also confirm that the date of preparation of Lot# 022 1 20 1 2@9 1 . 
Identify all staff (to include technicians by first and last name and license number) 
thatwere involved with the processing, preparation, verification, dispensing, and 
d^fivery of the subject prescriptions / orders associated with “eye block” solution Lot 
/# 022 120 12 @91 . Please include the date and time of each event. 
t jf Provide the total number of prescriptions / orders dispensed at the pharmacy by the 
Mur on the day of preparation of “eye block” solution Lot# 02212012@91. 

Identify the dispensing / verification pharmacist by first and last name and license 
number associated with the alleged incident involving “eye block” solution Lot# 
02212Q12@91 . Please provide the number of prescriptions / orders verified by this 
K" pharmacist during his / her shift and provide shift start and end times. 
y 1 ./Provide a type-written, SIGNED statement from the verification pharmacist 

regarding the allegations. The verification pharmacist should also describe how the 
events occurred, and the reason why such may have occurred to include all 
contributing factors and corrective action taken from his / her own perspective. (This 
statement is in addition to the MOR statement, detailed above). 

/ 1 2/ Provide copies of the batch sheets and / or compounding records associated with the 
preparation of “eye block” solution Lot # 02212012@91 subsequently dispensed to 
MEEI and other customers / facilities. 
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( i V Provide a copy (front and back) of all prescriptions / orders for “eye block” solution 
that were fulfilled utilizing Lot # 02212012@91 and copies (frill label sets) of the 
/^prescription label(s) dispensed. 

( 1 ^/Provide staffing schedules for the date of the incident for pharmacists, interns, and 
technicians to include shift start and end times. 


Section B: Processes 

1 . Provide a copy of all NECC policies and procedures for ongoing quality assurance 
testing of compounded pharmaceuticals including potency, stability, and sterility 
testing, 

2. Provide a copy of the NECC compounding policy and procedure for lidocaine 1% / 
bupivacaine 0.375% “eye block” solution. 

3. Provide a copy of NECC policies and procedures on competency training & 
assessment for staff. 

4. Provide a copy of the NECC Continuous Quality Improvement (CQI) program and 
the individual responsible for monitoring CQI Program compliance per 247 CMR 
15,00. 


Section C: Required Administrative Information 

1 . MOR current residential mailing address, home phone number, and if applicable, a 
cell phone number. 

2. Best telephone number for contacting MOR. Also please include the facsimile 
number for the pharmacy and a business Email address for general inquiries (if 
available). 

3. Name of the school from which MOR graduated. 

4. If MOR holds licenses in other states, please list by state and license number issued. 

5. Copy of MOR updated resume. 

6. LEGIBLE copies of Continuing Education certificates of completion for the past two 
years for all pharmacists employed by NECC on the date of incident (including 
floaters) that satisfy Board requirements - (2010 - 2011). 

** Please also summarize each pharmacist’s credits by using the enclosed forms 

“Continuing Education Credits for Year 2010” and “Continuing Education Credits 

for Year 2012. Please remember to include COPIES of each pharmacist’s continuing 

education credits for audit years 2010 and 2011. 

7. Employee roster that identifies ALL Registered Pharmacists, Pharmacy Technicians, 
and Pharmacy Interns by first and last name an d license number. 

8. Employee roster that identifies Technicians in Training and Pharmacy Interns to 
include date of hire and total hours of training received . (If there are currently none, 
please indicate this in your response). 

9. Copies of pharmacy technician certification wallet cards for all certified technicians. 
(If there are currently none, please indicate this in your response). 

1 0. Copies of any other licenses or registrations pertaining to the operation of a pharmacy 
issued to NECC by a Commonwealth of Massachusetts Agency (excluding the 
Massachusetts Board of Registration in Pharmacy) or the United States Government 
(excluding the Drug Enforcement Administration). 
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Please place the docket number listed above on all your responses. DO NOT 
STAPLE YOUR RESPONSES, PLEASE USE CLIPS. 

Thank you for your prompt attention to this matter. This docket will be closed on 
June 8, 2012. 

If you have any questions or concerns feel free to contact me at 617-973-0905 or by e- 
mail at William.Frisch@state.ma.us . Upon receipt of this documentation this matter will 
be discussed with the complaint committee of the Massachusetts Board of Registration in 
Pharmacy. Thank you for your anticipated cooperation with respect to this complaint. 


Respectfully, 



William E. Frisch, Jr., R.Ph. 
Pharmacy Investigator 
Department of Public Health 
Office of Public Protection 
239 Causeway St. Suite 500; 5 th floor 
Boston, MA 02114 


Cc: File 
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